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related
fates i chemical structure, py;
has 3 tive-membereg nng. The
chemical name is §.5-Diphen-
m sah,
naving the followrng structurat
'a ang molecular tormua,

phenyt

um Capsule, USP, for oral agmin.
isirahon, consgine 100 My pheny-
10 sodwm. Each capsgie aiso
contains the 'ollomnq mnactive
ingrecients: biack ron oxige, co-
lo0ai silicon adioxide, DAC reg
#28. D&C red £33, D&C yeliow
27 10 atlymmum fake, FOAC biue
#1, FDAC biue 0. ) Buangm
ke, FDLC piye n0. 2 atumnym
lake, FD&C reg pg, 40 atummym
fake, gelatin, hyamxmnyl celly-
lose, magnesiym Oxide, magne-
Siwm stearate, microcrystatine
Celiuiose, Pharmaceyyca) Dlaze,
Povigone, Propylens Rlycol. sii.
€0n droxide, sodiym Ruryt suttare
and tianym Qioxige, uct in
V0 performance 15 Charactenzag
by a siow ang extended rate of
2bsorption i Peak bloog con.
Centranons EXDeCted in 4 to 12
hours ag contrasted 1o promot
phenytom sogiym ies, USP
With 3 rapig rate of abserpton
With peak blgog concentrangn
expected in 1 10 3 hoyrs,

CLiniCAL PHARMACOLOGY:

actmty s Nhibrteg, Possmry by
promoting sogym ettlux f1om
eurons, phenyipn tends to sza-
buize the N1esholg againgy hyper-
excitabiiny causeq by excessive
Stimuiation or envirenmenta)
changes Capabie of feducing
nem; Sodilm gragwent, Thys
ncludes the reduchon of -
1anic potentiation 8 Synapses.
Loss ot posttetanie potennianon
foci from

corcal T
detonating adjacent cortical
areas. Phenytoin reguces the
maximal actity of brain stem
cefters for the tonic
Bhase of tonxc-ciome {grana mat)
sequres,

+ The plasma halt-lite in man
aher onat of pheny-
tomn averages 22 nours. with a
range of 7 10 42 hours Steady-

1318 thasan




Cor1es wnere spreag of wzur!
aCtreity 18 ihabted, Possibly by
promoting sodium effiux from

neyrons, DhenviDe tencs to st~
mnmmw-
excessive

excitabity caused by
Stmulation or environmenta!
changes capadie ot reducing

onatrent Thxs
nciuoes the reaucoon of poste-
TNIC potentiaton at synapses.
Loss ot posneanic potenmangn
Provents coruca secure focy from
gdetonating agjacent cornca
areas. Phenytom reguces the
Maximal activity of orain stem
centers

fange of 7 to 42 hours, Steagy-
state therapeutic tevels gre
aciveved at ieast 7 10 19 axys (5
10 7 natt-ives) atter mtizton ot
therapy with fecommenoed
goses of 300 :

When serum Jeve! determina-
uons are necessary, they shouid
be otitames at ieast 5 19 7 nart.
lives aner traatmeny titiation.
o0sage change, or agaition or

N of another aru to the
fegimen so that equilibrium or
Steady-state wil have been
actueved. Trough levers prowe

about ettec-
tive serum ieve! fange and con-
m patient complance and are
obtamed just pnor t the panent's
fext scheduled dose, Peak irvels
indicate an INdmgual's threshotg
for emergence 0f aose-related
$ide eftects ang are obraineg a1
ihe time of expecteq peak con-
centration. For extengeg pheny-
ton Sodium capsuies peak serum
tevels occur 4 10 12 hours ater
a0mnsstraton,

Ootmum contro) withoyt clink
€2l Signs of toxicrty oceyrs more
often with serum jgyels Detween
10 ang 20 Mmeg/mL. althougn
Seme mig cages of fomc-clone
(97300 mal) epdepsy may pe con.
trolled with lower serum levels of
phenytom

In most patients Mamtained at
2 5l2ady agsage, Stabie phenyton
SEIUM levels are achieveg There
may be wide interpanent vanabir
ty m phefiytom sarum levels with
equnalent dosages, Patents with
unusually low tevels may te non-
compiiant or hyoermeubolllers
of phenytoin, Unusually mgh lev-
€IS result trom frver thsease, con-
genital enzyme geliciency, or
arug imeractions which result in
Mmetabolic interterence. The pa-
lient with large vaniations 1n
Phenytoin plasma leveis, despre

Cul ciinical protiem Serum jeve)
determinations in sycy patents
may be Parlicularly heiptyl, Ag
phenytoin s highly proten
boung. free phenytomn levers may

lem binging charactenstics artter
trom normai
Most ot the arug s excrateq i
the brie as mactive metadbolites
WhiCh are then reatsorpey trom
{he miestnal tract ang excreted in
the urine, Urinary excretion of
phenytom ang s metaboires oc.
CUrs patly with giomeryiar fittra-
ton bun more mportantly by wp-
uiar secrenon. Becayse phenytom
1S hydroxylated in tne iver by an
enzyme system which 1 gy
urable at high plasma levels,
small mcrementa) ¢oses may in-
Crease the natt-life N0 proeee
VEry substantil increases In se-
UM levers, wnen these are in the
upper range. The steady-state
level may be disproportionately
tncreased, with resultant imoxica-
fron. from an mcrease in cosage
of 10% or more.
INDICATIONS AND USAGE: Ex-
tenced phenyton socium cap-
Sules are mdicated for the control
01 generatized tomec-clonic (grang
mal) and complex partial (psy-
chomotor. temporat lope) ser-
2ures ana prevention and treal-
merd of sewures occurnng dunng
or tollowing Reurosurgery
Phenytom serum levet geterm-
nations may be necessary{!or R
optimal g adjustments (see
DgSAGE m?e ADMINISTRATION
and CLINICAL PHARMACOLOGY

" sections).

CONTRAINDICATIONS: Pheny-
tomn 1s contraindicateg n those
patients with a history of hyper-
sensitive 10 phenytomn or other
fydantoms

WARNINGS: Abrupt witharawa!
of phenytoin m epéeptic patients
M3y precipitate status epepticus
When n the juoament of the
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Phenytom Serum level Oeterm:-
nanons may be necessary tor
ootmat 00Sape custments (see
DOSAGE AND ADMINISTRATION
and CLINICAL PHARMACOLOGY
SBCHONS).
CONTRAIMDICATIONS: Pheny-
totn 1s comraingicated 1 those
panents with 3 mstory Ot fypet-
sensitive 1o phenytoin or othet
frvoamoms

. WARNINGS: Abrupt witnarawal
of phenyion i epdephc bInems
precipeaie epriepheus.
When, (n the juggment of the

tomn class.
Thers nave been 3 number ot
reports 2 reianonsiip
and the oeved

opment of lymphadenapathy
(loca! of generalized) Incluging
Demgn lymph node nyperpiasia.
pseudolymphoma. tymphoma,
ang Hoogian's Disease. Athough

a cause ang eftect relationship
has not been eswabhshed. the oc-
cufrence of lymphadenopattyy - -
dicates the need to drtterentiate
such 3 CoNGIEON rom oher types
< -. s—of ymph node paMoiogy. Lymph
: nvotvesnent

fever. rash. and hver mvoivement.
1n all cases Of lymphadenopa-
thy. toliow-up observabon for an
extended period 1S ndicated and
every ettort should be made 10
acheve seuzure control using ai-
tematve antieptieptic GRUQS
Acute alcoholic mtake may n-
crease phenytom serum fevels :
white chronic alcohotic use may
decrease serum levels.
in view of ssolatea repors as-
sociating phenytoin with exacer-
pation of porphyria, caution
snouln be exercised 1 uSING this
medication 1n patients suttenng
from this grsease.
Usage in Pragnancy: A number
of 12parts SUGQESts an ass0Cia-
tion between the use of anti-
epileotic 0rugs by women with
eptiepsy and a higher incidence of
burth defects 1n chidren born 10
these women. Data are more ex-
tensve with respect to phemylon
ang phenobarbrtal. but these are
also the most commonly pre-
scribed antiepiieptic Grugs: less
systematic Of anecdotai repons
sugQest 2 possibie simuiar assocr
ation with the use of al) known
anteprieplic Brugs. .
The reports suggeshng a high-
er incience of birth defects in
children of Grug-treateo epileptc
women cannot be regarded as
agequate to prove 3 detimie
cause ano eftect relationsup.
There are minnsic methodoiogic
problems 0 obtaining adequate
gata on Grug teratogenictty in hu-
fmans; genetic factors or the eor
teptic congition wselt may be
mofe Mporant than drug therz-
py m leading 10 pirth detects. The
Jreat majority of mothers on
antiepileplic medicaion dehver
normal mants. 1t mportant 10
101e that antiepileptic arugs
shousid not be drscontinued i D3~
neats i whom the rug s agmin-
\stered 10 prevent major sezufes.
pecause of the sirong possiity
of precipating status epsepticus
with atiendant hypoxia and treal
10 e, In indmdual cases where
the severtty and trequency of the
seure Orsorder are such that the
removal 0! megication 8oes not
pose a senous fhreat 1o the pa-
tem, Qiscontnuation of-the GrUg
may be considered pror 10 ang
guning pregnancy. although 1t
cannot e sai1d with any cont-
gence that even minor Seizules
do nol pose some hamrd 10 the
Geveloping embryo of fetus. The
prescribsng pysician wil wrsh to
‘weigh these considerations in
treating Of counseling epileptic
wornen of childbearing potentia!.
I addiuon 1o the reports of m-
creased ncidence of congenital
malformation, such as clett
hip/palate and hean maltorma-
wons in children of women re-
phenytom and other ant-
epueptic arugs. there have more
recently been repors of a tetal
hydantoin syndrome. This con-
sists of prendtal oehcen-
¢y. microcephaly. and mental de-

Te tmere bave v MACA



CEMING DReNyLon and otner anir-
EDNETLC Grugs. there nave more
recently been raports of 2 fewl
Rydantoin syndrome. This con-
SISTS Of prenatal growth dehicaen-
Cy. MUCTOCEDhaY. 270 mentas Os-
hoency N chuiaren tom t motn-
73 wio Nave recewved phenytosn,
Dardaurares. aconoi. or thmetna-
gione. However. these teawures
Bre 3l interrelated ana are tr:'
QUENTtY 2SSOCIMEq with mitrauter-

from otner
e ArOwWIN rRLaro3Lon

There have peen 1S01ateo re-
DOrs ot malignancaes. inciuging

UMY pregrancy occurs n g
ggn PIOOMUON of panents, pe-
Cause of aitereq Dhenyton ab-
S0MDUCN 07 MeDONSM. Penod;c
measurement ot serum phenyigin
fevels 15 DIrticutarly valuapie 1n
he managemen; of & pregnant
eumcnammasaoume 0 an
2ppropnate adjustmany of dos-

. However. postpartum restor-
ation of the ongina dosage will
brobably be mdicated

Neonata) CO3guiation getects
have been reponea within the
tirst 24 hours 1n batves born 19
epileptic mothers feceving ph;

min K has been shown {0 prevent
Or correct this detecy ang has
been recommended 1o be prven
10 the mother petora deivery ang
10 the neonate atey tartn
PRECAUTIONS: Geasral: The
Ilveltsmachmsneo'bmrans-
formauon of Bhenyton; patients
With impaired hver tunction, ef-
Gerly patients, or those who are
gravely ill may show early signs
of toxicrty,

A smal) percentage of mdmgy-
315 who haye been treatea wyrp
phenyte ~ naye been shown 1o
metabotze e arug siowly. Siow
Metabotism 1y pe aue to kmneg
enzyme avail Biltty ang jagi of
UCUON: (! appears 1o be gener-

ermmed.

ina,
Cally gey

in shoutd be discontin-
ved if 3 skin ragh apoears (see
WARNINGS section legarging
Orug dxsmmmuanon)‘ It the rash
'S exfolative, pururc. or buligys,
or of Jypyg erythematosys.
Slevens-Johnson Syndrome, or
“tonc epgerima) 15 Sus-
pected, use of this 0rug shoulg
not be resumeq ang aiternative

20Deared. If the rag, Tecurs upon
enstitution of herapy, turiner
Phenytoin medication 1 cop.
tRindicateg.

Phenytomn and other hydan.
toins are contrangicateg i, p-
lrents whp have experienceg
phenytor, nsivity, Adg,.

n rvity,
tionaily, caution SIould be exepr-

Hypgrgfycemn, fesuting from
the drug's nhiditory eflects on
0Suin reteage. has been repon-

. 0 May aiso rarge e
Serum glucose tevel in diabetic
patents.

m.

Phenyton 5 not indicateq o/
Seuures due 1o hypoglycemic or

. ly. ot

SN of acute toxicty, plasmg
els are recommengeq Dose
feduction of 0N therapy ;
INUiCated 1f plagmy levels are
excessive; 1f Symptoms persist,
termination s recommengeq.
See WARNINGS section }



&—,A

tatermstisn tor Pationts: Pa-
tents taiong Dherviom should be
sovesed of the smoortance of 50-

cosage regrmen. and of itorm-
g the prvsicaan of amv Cemea!
£oNarbon Im winch # ¢ NO? PSS+
Die 1o TXe the Grug Oraiv as pre-
SCnbed. ¢.0.. Surpery. e

Patients should also be cau-
oned on ™e use of other arugs
or alcoholic beverages without
first seeking the physician’s
agvice.

Panents should be wnstructed
to calt thest prrysicaan Al sian fash
oevelops.

The wmportance of good gen-
12 hygrene should be stressed i
oroes 1o mimmize the oevelop-
fment of gmgnal hypertasia and

ns X

taborstory Tests: Phenytom se-
rum level detestrunabons may be
necessary to acheve optimal
00S30e adnISTNENts.

Drug toteractions: There are
many Orugs which may ncrease
0f decrease phemylomn levels of
which phenytotn may attect.
Serum level Geterminations 101
phemytoin are especiatly heiptul
when possible gryg interachons
are suspected. The most com-
monty occurnng drug Interac-
nons are hsted below.

1.Drugs which may increase
phenytoin serum levels in-
clude: acute atcohol intake.
$modarone, chioramphenicol.
chiordiazepoxide. diazepam,
dicumaroi, drsuttiram, estro-
gens. , Hy-antag-
onists. halothane, 1soniazic,
methyiphenidate. phenoth-
iannes, phenyiputazone. sal-
cytates, succinamiges. sutton-
amides. tolbutamige, tra-
rogone.

. Drugs which may decrease
pherrytom levets include: car-
bamazepine, chronic aiconol
abuse. reserpine, and sucrak
tate. Moban® brand of molin-
done hyorochionge contains
caiciym fons which tntertere
with the absorpbon ot pheny-
toin. tngestion tmes of pheny-
toIn and antacid preparations
comammng catcwm shoutd be
stagpered i patents with tow
serum phenytoin levels to pre-
ven absorption problems

3. Drugs which may either in-
crease of decrease phenytoin
serum levels nclude: pheno-
pardital, sodium valproate.
and valproi. acid. Simiarty,
thr sttect of phenytoin on
pt  oba aitat, valproic acid
ar  ~ wm valproats serum
le 1S unpredictable.

4. Although ot a true drug nter-
action, trcychc antigepres-
$3n1s May precipriate seures
tn susceplibie patents and
phenytoin 0osage may need
to be adsted.

5.Drups whose efticacy is
impaired by phenytoin in-
cluge; COCOSIETDNs, coyma-
nn anticoagulants. gigiomn,
doxycycline, estrogens, fur-
osemide, Oral contraceptives,
quinigne, rtampin, theophy!-
tne, vtamin D.

Drug/Ladoratory Test inter-
actions: Phenytoin may cause
decreased serum levels of pro-
tein-bound sodine (PB1). It may
aiso produce lower than normal
values tor dexamethasone or
metytapone tests. Phenytoin
may cause serum lev-
ets of glucose, alkahne phospha-
tase. 2nd gamma glutamyl trans-
pepndase (GGT)

Carcinogenssis: See WARN-

INGS section for information on

carcsnogenesis,

Pregnancy: See WARNINGS

sechon,

Nursing Mothers: (ntant breast

foeging 1s not recommended for

~

in‘low concentrations m human

milk

ADVERSE REACTIONS: Cantral
weivnws Bysiom: The most
mm:‘l" manrestatons encoun-

phenytoin meng

raterabie 10 this sveses « #
usunlly eosc-relited. These -
cluge nyswgmus, saxa. slurred
speech, Oecreased COOrOnaton,
ang mental contusion. Deness,
NSOMAG. ransent NeTvousness,
motor twrichengs, and headaches
have 3is0 been observed. There

e e .
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ADVER: TIONS: Lantie
'MSE 25:1‘:015: Tne most
encoun-

nave 150
nave 2is0 oeen 1are reports 0!
phenyton snauced QVSKINESAS
ncioaing Chorea, dvstonid. trem-

1 to these

oOr ang ASteNXSS.
inguced by phenothianne ang
orgs

Ao e e

opserved 10 patients receving

: Derma-

tological mmﬂesmmns some-
.. umes 3CCOMOINBO by tever
havs incluged stariatmdorm &6

- !
™ morbatitorm rashes A morbetk-

form rash (megstese) (5 Wa-
most common: othet Types of
germatths are seen more rarety.
more senous forms which
may be talal have inctuded bul-
1ous. o1 purpunc der-
matilis. lupus erythematosus.
Stevens. syngrome. 3nd
toxic epidermal necrolysis (see
PRECAUTIONS secton).
¢ Systsm: Hemopor
etic comphications. some tatal.
been re

have

in gssociation with agministra-
nion of phenyton These have
inctuded trOMBOCYLoDENia, leu-
kopenia. granutocytopenia. 2
granuiocytosis. ang pancylope-
3 with or without bone Marrow
suppression. White macrocyto-
sis and megaloblastic anemi3
have oCCUNTEG. these conditions
usually respond to fohc actd
therapy. I.ymnmuenuuamy mn-
cluding benign lymph node
hyperplasia. pseudolymphoma.
lymphoma, and Hodglun's Dis-
ease have been reported (see
WARNINGS secton).
Coansctive Tissue System:
Caarsening of the tacw! teatures.
entargement Of the kDS, gngrval
ryperplasia, Nypennchosss. and

's Disease

Cardiovastulsr: Periarteritis

nodosa.
immunologic: Hypersensivity
syndrome {which may (mcluge.
but 15 ot hmited 1o, Symptoms
such as anhraigias, eosinophilia.
fever. bver dystunction, lympha-
genopathy of r2sh), systemc (T3
efythematosus, and mmun-
tn abnormaites.
OVERDOSAGE: The lethal dose
in chitdren is not known. The
Jethal dose m 2dufts rs estmated
10 be 2 to 5 grams. The inital
symptoms are nystagmus. atax-
1, and dysarthria. Other signs
are tremot. hyperretiena, lethar-
Y. Slusred speech, Rausea. vom-
ihing. The patient may become
comatose and hypotensive.
Death 15 due to respiratory and
circulatory depression
There are marked vanations
among ndraduats with respect
to phenytoin piasma leveis where
toxicity may occur. Nystagmus.
on lateral gaze. usually appears
at 20 mcg/mL. ataxa at
30 meg/mL, dysarthna and leth-
argy appear when the plasma
concentration is over
40 meg/mL. tut a5 high a con-
centration as 50 meg/ml has
been reported without evidence
of toxictty. As much as 25 times
the therapeutic dose has been
taken 10 result in 3 serum con-
cemravon over 100 megmi with
compiete recovery.
Treatment: Treatment 1S non-
specitic since thefe S N0 kNown
anthdote.
The adequacy of the respirato-
ty and circulatory systems
should be caretutly observed and

approprate supportive measures
Qﬂ\m Hemodiatysis can be
considered since phenytoin 15

$I0N has Deen used ™ the treat-
mant of severe inioxication in
cﬁi‘u,-‘ *
X [!anl overdosage, the 4
:::l;\mmer CNS nen?::-
. ing aico
be borne i min%. ol shouta
%%H_BE AND ADMINISTRA-
M: Serum concentrations
mﬂd be monnored i changmg
extenced ghenyioin sodium
Capsuies, USP. to prompt pheny-
tomn sodism capsules, USP, ang
fOM tha Sodim sam wn tha trae

P



" in acuts overaoeage. the pos-
sidility of other CNS gepres-
s, aeohol, should
Do dorme w1 mng.

OOSAGE AND ADMINISTRA-
TION: Serum concentrations

Extenaed ohenytom sodwm
CapSuies are formutzted with the
S0Gium gait ot phenytoin. Be-

8% ncrease n arug content with
the free 2cid torm over that of

Ments 20 serum level monstor-

—-".ing-may be necessary when

swiiching from a product form-
120 wrth the free acxt to 3 prog-
uct formutated with the sogwm
5211 200 wice versa
General: Dosage should be ngr-
wnaualezed to provice maximum
beneht. in some cases. serum
biood levet cetermmanons may
De necessary for optmai
adjustments — the chinrcalty
ettective serum ipvet 15 usually
10 f0 20 mog/mL. Wih regom-
mended 00sage. a pertog of
seven {0 ten days may oe re-
quired to achieve stgaoy-state
01000 leveis with phenytom and
changes m dosage (mcreasa or
Oecrease) should not be carmied
out at intervals shorter than
Seven 1o ten days.
Adsit Dogage: Divigey Daity
: Pruentswhe

Ceived no previous treatment
may be starteg on one 100 mg
extended sodum cap-
sule three times daily ang the
dosape then adjusted to suit
indvidual requitements. For
most agults. the satstactory
mairenance dosage wiil be one
capsule three to four times a
03y. An merease up to two cap-
sules three bmes 2 6ay Mmay be
made, if necessary.

Dosage: In adutts. 1
seizure control 1$ estabiished
with divided 0oses of three
100 mg extended phenytoin
sodium capsules daily. once-a-
day 80sage with 300 mg of ex-
tended phenyto:n sodiwm cap-
Sules may be considered.
Studies comparing dwvided
doses of 300 mg with 2 single
daily dose of this quamtty indr
cated absorption, peak plasma
leveis. biologic nalf-tde, difter-
ence between peak and mini-
mum valves, and unnary recov-
ery were equivaient. Once-a-day
dosage ofters a convenrence to
the indmdual pabent or to nurs-
ing personne! for mstitutronal-
ized patients and s mtended to
be used only for patrents requir-
mg this amount of orug daty. A
major problem in motivating
noncomphiant patients may aiso
be lessened when the patent can
taxe tius drug once a day. How-
ever. patients shouid be cau-
toned not 1o mrss a dose, nad-
venentty.

Onty extended phenytom sodi-
um capsules are recommendeqd
for once-a-0ay dosing. Inherent
drfierences in oissolution charac:
tenstics ang resurtant absompnon
rates of phenytom cue 1o Grifer-
ent manufacturing procedures
ano/or dosage forms preciude
suth recommendation for other
phenytoin products. When a
change in the dosage form or
brand 1s prescribed. caretul
monitonng of phenytosn serum
fevels should be camed out.
Lasving Dose: Some authonties
have aavocated use o1 an oral
loaging dose of phenylomn in
adults who require RO Steady-
state serum levels and where -
travencus agministration is not
desirable. This dosing regimen
shoutd be reserved for patients
In 3 chinic or hospital setting
where phenytomn serum levels
can be closely monitored. Pa-
tients with 3 tustory of rena) or
Iver disease shoula not recerve
the o3l laging regimen.

Inttially. one gram of pheny-
toin capsules 1s divided into 3
doses {400 mg, 300 mg.
300 mg) and aoministered at
two-hour intervais. Normal
mamtenance gosage s then m-
strted 24 hours afier the igag-
ing dose. with frequent serum
Tevel getermmations,

Pedialric Dosage: Initially,
S mg/kg/day 1n two or three
equally Gvided Goses, with sub-
sequent dosage indmduateed 1o
a maxmum of 300 mg daity. A
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300 mg) ang sdmmistered at
two-hour intervats. Normal
mantenance 003a0E 18 then n-
sotuted 24 houts Sher The 1030~
1ng Gose, with trequent serum
eve! getermInahons.
Pedisiric Duasage: initially.
§ mQ/kg/cay In two or three
egually gmoed 00Ses. with sub-
sequent 00Sage [
2 maxmum of 300 mg sl A
daily manienance
dosage s usudlly 4 1o 8 MO/,
Chiidren over & years old may
require the Mwsmum acuft dose
1300 mg/aay).
HOW SUPPLIED: Extended
Pnenytoin Sodium Capsules.
USP 100 mg contain 100 m9 of
sodwm in 3 kght v
ender opaque Cap and white
hara-shetl

10tn CapSutes is GIviged il o
@oses (400 mg. 300 mo. Y

oft-white 2 .
The capsute 1s axially printed
with MYLAN over 1580 in black
tk on both the cap and dnady.
. . They are avaitabée 25 follows:
- e ——— - = ;NDC0373-.1560-01 T
botfies of 100 CapSUtES™ ===~ = = — o= — - = em e

STORE AT CONTROLLED
ROOM TEMPERATURE
15 TO 30°C (59" TO 86°F).
PROTECT FROM LIGHT
1spense iy
in a tight, light-
'smmmr-:ddm& in

B b _ .ths USP "
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